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Authority: Public Law 67–13, 42 Stat. 
20 (June 10, 1921). 

James R. Dalkin, 
Director, Financial Management and 
Assurance, U.S. Government Accountability 
Office. 
[FR Doc. 2023–02124 Filed 2–1–23; 8:45 am] 

BILLING CODE 1610–02–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2022–N–2826] 

Allergan Sales LLC., et. al.; Withdrawal 
of Approval of 10 Abbreviated New 
Drug Applications; Correction 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice; correction. 

SUMMARY: The Food and Drug 
Administration (FDA) is correcting a 
notice that appeared in the Federal 
Register on November 21, 2022. The 
document announced the withdrawal of 
approval (as of December 21, 2022) of 10 
abbreviated new drug applications 
(ANDAs) from multiple applicants. The 
document indicated that FDA was 
withdrawing approval of the following 
ANDAs after receiving withdrawal 
requests from Sunstar Americas, Inc., 
301 East Central Rd., Schaumburg, IL 
60195: ANDA 076434, Chlorhexidine 
Gluconate Solution, 0.12%; Sofgen 
Pharmaceuticals, LLC, 21500 Biscayne 
Blvd., Suite 600, Aventura, FL 33180: 
ANDA 201832, Nimodipine Capsules, 
30 milligrams (mg); and Indicus 
Pharma, LLC, 2530 Meridian Parkway, 
Durham, NC 27713: ANDA 203419, 
Donepezil HCl Tablets, 23 mg. Before 
FDA withdrew the approval of these 
ANDAs, Sunstar Americas, Inc., Sofgen 
Pharmaceuticals, LLC, and Indicus 
Pharma, LLC informed FDA that they 
did not want the approval of the ANDAs 
withdrawn. Because Sunstar Americas, 
Inc. timely requested that approval of 
ANDA 076434 not be withdrawn, 
Sofgen Pharmaceuticals, LLC timely 
requested that the approval of ANDA 
201832 not be withdrawn, and Indicus 
Pharma, LLC timely requested that the 
approval of ANDA 203419 not be 
withdrawn, the approvals are still in 
effect. 
FOR FURTHER INFORMATION CONTACT: 
Martha Nguyen, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 75, Rm. 1676, 
Silver Spring, MD 20993–0002, 240– 
402–6980, Martha.Nguyen@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: In the 
Federal Register of Monday, November 
21, 2022 (87 FR 223), in FR Doc. 2022– 
25315, the following correction is made: 

On page 70835, in the table, the 
entries for ANDAs 076434, 201832, and 
203419 are removed. 

Dated: January 30, 2023. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2023–02155 Filed 2–1–23; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2014–N–0086] 

Agency Information Collection 
Activities; Proposed Collection; 
Comment Request; Potential Tobacco 
Product Violations Reporting Form 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA, Agency, or we) is 
announcing an opportunity for public 
comment on the proposed collection of 
certain information by the Agency. 
Under the Paperwork Reduction Act of 
1995 (PRA), Federal Agencies are 
required to publish notice in the 
Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, and 
to allow 60 days for public comment in 
response to the notice. This notice 
solicits comments on the Potential 
Tobacco Product Violations Reporting 
Form. 

DATES: Either electronic or written 
comments on the collection of 
information must be submitted by April 
3, 2023. 
ADDRESSES: You may submit comments 
as follows. Please note that late, 
untimely filed comments will not be 
considered. The https://
www.regulations.gov electronic filing 
system will accept comments until 
11:59 p.m. Eastern Time at the end of 
April 3, 2023. Comments received by 
mail/hand delivery/courier (for written/ 
paper submissions) will be considered 
timely if they are received on or before 
that date. 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal eRulemaking Portal: 
https://www.regulations.gov. Follow the 

instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 
comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 
Submit written/paper submissions as 

follows: 
• Mail/Hand Delivery/Courier (for 

written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, FDA will post your comment, as 
well as any attachments, except for 
information submitted, marked and 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2014–N–0086 for ‘‘Potential Tobacco 
Product Violations Reporting Form.’’ 
Received comments, those filed in a 
timely manner (see ADDRESSES), will be 
placed in the docket and, except for 
those submitted as ‘‘Confidential 
Submissions,’’ publicly viewable at 
https://www.regulations.gov or at the 
Dockets Management Staff between 9 
a.m. and 4 p.m., Monday through 
Friday, 240–402–7500. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
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